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Introduction

Chairman Scott Ranking Member Fotbes, and distinguished members of the 
House of Representatives Judiciary Committee, Subcommittee on Crime, Terrorism and 
Homeland Security, thank you for the opportunity to appear today and discuss and clarify 
any misapprehensions the Subcommittee may have regarding the role the Drug 
Enforcement Administration (DEA) plays in enforcing the Combat Melhamphelaittine 
Epidemic Act. upholding the Supreme Court decision Asltcrof! f.v. Raich, supporting 
cannabis research, and the responsibilities doctors in prescribing scheduled medications

The Investigalion of .Methamphetaminr Precursor Distribution

.Vlethamphetamine is unique from other illicit drugs of abuse in that it is an easy 
to make synthetic drug and its precursor chemicals have historically been easy to obtain 
and inexpensive to purchase These factors have contributed to methamphetamine's 
rapid sweep across our nation. In .March 2006, reacting to the devastating impact that 
the illicit manufacture of methamphetamine was having on our nation. Congress enacted 
the Combat Methamphetamine Epidemic Act of 2005 (Title VII of the USA PATRIOT 
Improvement and Reauthorization Act of 2005, P L. 109-177) or C.MEA Among other 
things, the Act established a system to monitor and regulate the importation, production, 
and retail sales of non-prescription ephedrine. pseudoephedrinc, and 
phenylpropanolamine products - common Ingredients found in over-the-counter cough, 
cold, and allergy products These chemicals and drugs were included in CMEA because 
they are key precursors used in the illicit manufacture of methamphetamine or 
amphetamine This legislation provided law enforcement and regulators with tools 
invaluable to the containment of the drugs' production

As a result of the CMEA. the ability ofpseudoephedrine to be sold on the spot 
market was etTeclively taken away These transactions, which were not regulated under 
prior law, arc now treated as new imports or exports and, therefore, subject to 15 day 
advance notification during which the DEA verifies the legitimacy of each transaction.
In addition, the Department of Justice now has the authority to establish production and 
import quotas for ephedrine, pseudoephedrine, and phenylpropanolamine. These quotas 
will allow for greater control of precursors that are imported into the United States

I

DEF-MDL-15984.00002

8

Prepared Statement of Joseph T. Rannazzisi

Written StsHcment of

Joseph T. Rannazzisi 
Deputy Assistant Administrator 

OfTicr of Diversion Control 
Drug Enforcement Administration 

L’niled States Department of Justice

July 12. 2007 

Introduction

Chairman Scott Ranking Member Fotbes, and distinguished members of the 
House of Representatives Judiciary Committee, Subcommittee on Crime, Terrorism and 
Homeland Security, thank you for the opportunity to appear today and discuss and clarify 
any misapprehensions the Subcommittee may have regarding the role the Drug 
Enforcement Administration (DEA) plays in enforcing the Combat Melhamphelaittine 
Epidemic Act. upholding the Supreme Court decision Asltcrof! f.v. Raich, supporting 
cannabis research, and the responsibilities doctors in prescribing scheduled medications

The Investigalion of .Methamphetaminr Precursor Distribution

.Vlethamphetamine is unique from other illicit drugs of abuse in that it is an easy 
to make synthetic drug and its precursor chemicals have historically been easy to obtain 
and inexpensive to purchase These factors have contributed to methamphetamine's 
rapid sweep across our nation. In .March 2006, reacting to the devastating impact that 
the illicit manufacture of methamphetamine was having on our nation. Congress enacted 
the Combat Methamphetamine Epidemic Act of 2005 (Title VII of the USA PATRIOT 
Improvement and Reauthorization Act of 2005, P L. 109-177) or C.MEA Among other 
things, the Act established a system to monitor and regulate the importation, production, 
and retail sales of non-prescription ephedrine. pseudoephedrinc, and 
phenylpropanolamine products - common Ingredients found in over-the-counter cough, 
cold, and allergy products These chemicals and drugs were included in CMEA because 
they are key precursors used in the illicit manufacture of methamphetamine or 
amphetamine This legislation provided law enforcement and regulators with tools 
invaluable to the containment of the drugs' production

As a result of the CMEA. the ability ofpseudoephedrine to be sold on the spot 
market was etTeclively taken away These transactions, which were not regulated under 
prior law, arc now treated as new imports or exports and, therefore, subject to 15 day 
advance notification during which the DEA verifies the legitimacy of each transaction.
In addition, the Department of Justice now has the authority to establish production and 
import quotas for ephedrine, pseudoephedrine, and phenylpropanolamine. These quotas 
will allow for greater control of precursors that are imported into the United States

I

DEF-MDL-15984.00002



9

Re'^il provisions of the CMEA became effective in September 2UUb and include 
self-ceitification, employee liainiiiji^ pioduct packaging and placement requiieineiits, 
sales logbooks, and daily and 30-day sales/purchase limits In order to purchase 
products containing ephedrine. pseudoephedrine. and phenylpropanolamine, an 
individual must now show identification and sign a log book at sales locations Law 
enforcement is able to monitor these log books in order to identify' any person purchasing 
more than 9 grams within a 3U-day period. CMEA also created a national database of 
self-certification records available to state and local law enforcement agencies to 
document those retail sales locations that have complied with the requirements of this 
law As a testament to the effectiveness of the CMEA (and similar predecessor laws 
parsed by the .states). DBA statistics show a 58% decrea.se in the number of 
methamphetamine laboratories in 2tX>6 from the previous year

Additional CMEA provisions include: requiring DEA to conduct an assessment of 
the annual need of ephedrine. pseudoephedrine. and phenylpropanolamine, establishing 
production and import limits, requiring DE.A be noticed of transfers following 
importation or exportation of methamphetamine precursor chemicals, and removing 
previously established sales thresholds, among mhers

DBA is commined to keeping our communities safe from the dangers of 
methamphetamine production and abuse Preventing the use of these chemicals in 
clandestine meihamphetaniine labs and via enforcement of the CNfEA is an important 
element in that effort

Investigations of Physicians Who Over-Prcscribc Scheduled Drugs

The abuse of prescription drugs Is a serious and growing health problem in -Jtis 
country According to the 2005 National Survey on Drug Use and Health, there were 
more than ft 4 million current non-medical users of p.sycholherapeulic drugs in the United 
States - more than the number of Americans abusing cocaine, heroin, hallucinogens, and 
inhalants, combined If we look at the people who are just starting out as new drug 
users, prescription drugs have overtaken marijuana and cocaine as the gateway drug of 
choice.

One of the goals set (brlh in this Administration's 2006 Symhelic DivgCniilrnl 
S(rulej0‘ is to reduce the abuse, or non-medical use, of prescription drugs by 15 percent 
over the next three years. Consistent vrith that end. a primary role of the DEA is to 
prevent the diversion of pharmaceutical controlled substances while ensuring an adequate 
supply for legitimate medical and scienafic needs

Diversion of legitimate controlled substances occurs from a number of sources, 
including, the Internet, phjtniacy theft, doctor shopping, prescription forgery, and other 
means I Infortiinately, a small number of unscniptilnus doctors are also illegally 
supplying those drugs Although there are very fess of them, they can cause tremendous 
damage One such doctor in Panama City, Florida, was diverting so many OxyConiin 
pills to abusers and traffickers that after the DEA arrested him. the street price of
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<)\> Comm iicdih doiiMud :ii the aica .^o oT ihc >idnit’uantl\ dimuiishcd as diU"'ili'A 
ofmc diuii

(ii iherc approxiinait'K ?5'> medual doctoi> and doL-1i'i> u|
<»>ieopatliio media ne reaisiered \'^'\\.h Dl A I n ;.ii\ ei\ en vear. iru'ludi is;j iln> paM \ ear 
les?. Uirm one ki e^erv len llioLi>:md pJi*. •vK]an> in ilie I '[Hted States U'ses liis controlled 
siinstanee reufstration based on a Dl A iiu eNlimilion tor in-proper piescrihinn—that w 
less ili.m 01 percent of all pfi\ Mcians And lV:r I'e^sei of those plt\ siciaris are crinuivillv 
j)ioseciited k'l .ni[>'opei pfesciibiri':'.

I he K»nesrandmj: ] eklitiremcrit iHidcr the law thai pin sicians ma> piesc: :be 
controlled substances ealv for le;c timate n edical pu'poses :n The usua course of 
[H ol'cssional piactico sfnnild in no wav micrfcrc wild the Icaiiiimuc practice tir media no 
or eaii.'C an> phvsiaan to ne reluctant to provide lepdimaie treatment And the I>ibVs 
rcspoiivilhlin loenliircc the law doe^noi dimmidi our tlmi coinmilmem to the halaiiced 
pohev of promotiny. pairi i ehef arid preveniint; the abase ol' pain mcdtcaticfis I o help 
[dn siciaiis meet the ch.illeiiue of ciiMitinL' tha: people wh<’ medicalK need dines aet 
them, and that lho>e who are divei line ihcmvion t. the l)i-A h<as deveh'^ped several 
iiiitiativ es since Iasi I'all

On September o. 2'."jo we pnblislied in the Federal Recislei /i V/z/rro/A’c/ 
S'z/wMZh <*\ }(o the of i\tn\. a [>olicv sUUemenl that reiterated the reqisiiements
ol the C’t>otiol led Siibsl.inees A el .uul I he ph\ si a an’s loripr-siandin’4, i espoiisibi I iK ttUahe 
reasonable sleps to prev ent div ei son The DFA also puhlislied a Ni'l:ce of Proposed 
Kulemalone. which pri'poses to amend the flllA reeu ations to permit doctors (o ssue 
multifile Scliedule U prescitpUons dumie a Miiele otTice visu, allowinu paiieiiis to receive 
up to a ■^'O'dav s.rppK of controlled suhsiances acci'rdi ny; to the fill date Thai the docto^r 
yiLScs the phannaast

I he l>l-A a so launched a new sectioii o i Us websiie to provide ev ervone with the 
facts <,'11 invesiicaiiiMis aiiaiiist d<‘Ciors who v iolate fcdcial dn.y laws li’> called ’ f ases 
,\pa;ns‘ Doctors So far DE.A lias liad more than Sb.di'O hits ts< ihe site DEA cieaieJ 
this site lo ptoadc the public vvbh mforuation abot.t the scope of vioiations that cause 
DE.\ ivi iiivestimate doctors

hi addition ilie I )h A alsvJ updated tand [U»sted on its wehsite.i its Pi. clilioner 's 
Manual to aid (hn tors with then fesponsihiliiv to lake easoiiable steps to prevent 
divci-tion and ahusc licfoic I finali7od the Pr.iciiiionei A Mafiunl. ihe OTA asked a 
n.mil'ei ol doclois to lev tew iis updaies to the eai liei I'^w>i> edi!i<»n and tliev tbimd die 
new ediTicit helpful in uiidersuindinu tlicii leeal oldiuniions in picsciibinu dr\jys

r -ie l)i A iic!roo& [hai docucs can and should prescribe conirollec suhstaneci' 
under leaimute medica! standards to treat patients m pain I lie Ihh A krniws dial sloetors 
(werwliclrnineis aeree wiilt wiial CoiiLress mandates it do enforceoiii nation s laws to 
ensure Juips are used only for the health and welfare of the public
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raniubu Research

Approval to conduct clinical research involving Schedule I substances in the 
United States is a joint process involving both the DEA and the Food and Drug 
Administration (FDA). Clinical studies of a substance for use as a drug must be 
performed by well qualified applicants who meet the most rigorous of standards in order 
to conduct bona fide research.

Following the procedures described in Title 21 of the Code of Federal 
Regulations, new applicants submit their applications to the DEA with research protocols 
and individual qualifications (typically a resume or curriculum vitae) The DEA is 
responsible for evaluating whether effeclive measures to adequately safeguard against 
diversion arc in place as well as assessing factors relating to public interest (See 21 
U.S.C. 811(b)). After a preliminary review to ensure completeness of the application 
and accompanying material, the application package is sent to the Controlled Substances 
Staff of the FDA and the DEA field ofTice in the area of the proposed research. FDA’s 
role is to determine the qualificalions and competency of the applicant, as well as the 
merits of the protocol. The DEA field office conducts an on-site, pre-registrant 
investigation, including a personal interview with the applicant, to ensure that security is 
adequate to prevent diversion or abuse of the controlled substance

Upon receipt of favorable reports from both the FDA and the DEA field office, a 
certificate of registration is issued to the researcher No research with a Schedule I 
controlled substance can be initiated until the DEA approves the application and a 
Schedule I research registration is assigned The DEA has never denied an application to 
a researcher when FDA has determined that the qualifications and merits of the applicant 
(as well as of the research proposed) arc acceptable, and that adequate security measures 
are in place

At present 110 researchers are registered to perform studies within the drug 
category which includes marijuana, marijuana extracts and non-tetrahydrocannabinol 
marijuana derivatives that exist in the plant, such as cannabidiol and cannabinol These 
studies include evaluation of abuse potential, physical/psychological effects, adverse 
effects, therapeutic potential, and detection. Nineteen researchers are currently approved 
to conduct research with smuked marijuana on human subjects.

Enforcing FedernI Law in Light of Claims that Marijuana is “Medicine"

Marijuana is a Schedule I substance under Title 21 of the United States Code As 
defined by law, a Schedule I substance is one that has i«> ciirrenifyatcepieJmet/kaluse 
ill irealmeni m the UiiileiJSlates, no accepted safety for use under medical supervision 
and a high potential for abuse Along with marijuana, other Schedule I controlled 
substances include heroin and LSD
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Under the Controlled Substances Act (CSA), DEA is required to act in 
consultation with the FDA in determining whether a controlled substance has a currently 
accepted medical use. Under the Federal Food, Drug, and Cosmetic Act (FDCA), it is 
unlawful to market a new drug in the United States unless FDA approves the drug as 
being both safe and effective for the treatment of disease or condition. To date. FDA has 
not found marijuana to be safe and effective for the treatment of any disease or condition 
Given the absence of sound scientific evidence establishing that marijuana can be used 
safely and effectively as medicine, it remains a Schedule I controlled substance under the 
CSA and illegal under the FDCA to market as a drug Reviews of the scientific evidence 
can be triggered by an application to the FDA for approval of marketing of a new drug, or 
for the new formulation of an existing drug. Reviews can also be triggered by 
rescheduling petition requests filed with the DEA.

DEA‘s efforts to enforce Federal law surrounding the possession and traffieking 
of marijuana have been hampered by the passage of laws in several states which inhibit 
State and local law enforcement from acting against individuals and organizations selling 
marijuana under the pretence that it has medicinal value

Law enforcement has seen a growing list of ailments used by dealers, patients and 
physicians to justify smoking marijuana It has become so exhaustive that anyone could 
claim “a medical need". That list includes ADD. headaches, arthritis, PMS. IBS. 
hepatitis, renal failure, hypertension, anxiety, depression, post-traumatic stress disorder, 
insomnia, paranoia, bipolar affective disorder, alcoholism, cocaine and amphetamine 
addiction, epilepsy, bronchitis, emphysema, osteoporosis, degenerative disc disea.se, 
polio, ulcers, stuttering, seizures, color blindness and various types of pain. In a USA 
Tcxkiy article on March 8.2007, Scott Imler, who co-wrote the California '’medicar 
marijuana initiative in 1995 said, “What we set out to do was put something in the 
statutes that said medicine was a defense in case they got arrested using marijuana for 
medical reasons What we got was a whole different thing, a big new industry ” Imler 
added "I was pretty naive, 1 thought people would act in good faith.” Anecdotal 
information and data have suggested in Los Angeles the significant likelihood that the 
marijuana as medicine dispensaries affect crime in adjacent communities

The authority of DEA to investigate those growing, selling, and possessing 
marijuana, irrespective of State law, was confirmed by recent rulings by the Supreme 
Court, in LliiiiifdSuites v. OtikliinU Ciiiiiuihis Bmvrs' Coofiertiiiw, the Supreme Court 
held that the Controlled Substances Act contains no exception permitting the distribution 
of marijuana on the basis of "medical necessity." In Gonziiles v. Rtiich. the Court stated 
that Congress’s Commerce Clause authority includes the power to prohibit the intrastate 
and noncommercial manufacture and possession of marijuana for claimed medical 
purposes pursuant to state law and concluded that. "Congress had a rational basis for 
believing that failure to regulate the intrastate manufacture and possession of marijuana 
would leave a gaping hole in the Controlled Substances Act.” These two cases made 
clear that Federal law prohibiting the manufacnjre. distribution, and possession of 
marijuana applies regardless of whether the person engaging in such activity claims to 
have a 'medical necessity,” claims to be acting in accordance with state law. or claims to

5

DEF-MDL-15984.00006

12

Under the Controlled Substances Act (CSA), DEA is required to act in 
consultation with the FDA in determining whether a controlled substance has a currently 
accepted medical use. Under the Federal Food, Drug, and Cosmetic Act (FDCA), it is 
unlawful to market a new drug in the United States unless FDA approves the drug as 
being both safe and effective for the treatment of disease or condition. To date. FDA has 
not found marijuana to be safe and effective for the treatment of any disease or condition 
Given the absence of sound scientific evidence establishing that marijuana can be used 
safely and effectively as medicine, it remains a Schedule I controlled substance under the 
CSA and illegal under the FDCA to market as a drug Reviews of the scientific evidence 
can be triggered by an application to the FDA for approval of marketing of a new drug, or 
for the new formulation of an existing drug. Reviews can also be triggered by 
rescheduling petition requests filed with the DEA.

DEA‘s efforts to enforce Federal law surrounding the possession and traffieking 
of marijuana have been hampered by the passage of laws in several states which inhibit 
State and local law enforcement from acting against individuals and organizations selling 
marijuana under the pretence that it has medicinal value

Law enforcement has seen a growing list of ailments used by dealers, patients and 
physicians to justify smoking marijuana It has become so exhaustive that anyone could 
claim “a medical need". That list includes ADD. headaches, arthritis, PMS. IBS. 
hepatitis, renal failure, hypertension, anxiety, depression, post-traumatic stress disorder, 
insomnia, paranoia, bipolar affective disorder, alcoholism, cocaine and amphetamine 
addiction, epilepsy, bronchitis, emphysema, osteoporosis, degenerative disc disea.se, 
polio, ulcers, stuttering, seizures, color blindness and various types of pain. In a USA 
Tcxkiy article on March 8.2007, Scott Imler, who co-wrote the California '’medicar 
marijuana initiative in 1995 said, “What we set out to do was put something in the 
statutes that said medicine was a defense in case they got arrested using marijuana for 
medical reasons What we got was a whole different thing, a big new industry ” Imler 
added "I was pretty naive, 1 thought people would act in good faith.” Anecdotal 
information and data have suggested in Los Angeles the significant likelihood that the 
marijuana as medicine dispensaries affect crime in adjacent communities

The authority of DEA to investigate those growing, selling, and possessing 
marijuana, irrespective of State law, was confirmed by recent rulings by the Supreme 
Court, in LliiiiifdSuites v. OtikliinU Ciiiiiuihis Bmvrs' Coofiertiiiw, the Supreme Court 
held that the Controlled Substances Act contains no exception permitting the distribution 
of marijuana on the basis of "medical necessity." In Gonziiles v. Rtiich. the Court stated 
that Congress’s Commerce Clause authority includes the power to prohibit the intrastate 
and noncommercial manufacture and possession of marijuana for claimed medical 
purposes pursuant to state law and concluded that. "Congress had a rational basis for 
believing that failure to regulate the intrastate manufacture and possession of marijuana 
would leave a gaping hole in the Controlled Substances Act.” These two cases made 
clear that Federal law prohibiting the manufacnjre. distribution, and possession of 
marijuana applies regardless of whether the person engaging in such activity claims to 
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eorri niie h» cn force I he U-os as n stands and !<■* irvosiiiiale. indiel. and arrest tiose u lo use 
the e<»loi oj’ stale law to possess and sell maniuana

rniu'Uisiint

I he Drill: f nforeenienl .Adnoinstraiion is a sinule rriissioii (taene\ Out lole is tn 
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U.S. Department of Justice 

Office of Legislative Affairs

Onfke of the Asnstant Attoniey GciwnI Wtuhinit«H. D.C. 20530

March 7, 2008

The Honorable John Conyers, Jr.
Chairman
Committee on the Judiciary
United Slates House of Representative
Washington, DC 20515

Dear Mr. Chatmian:

Please fmd enclosed a response to questions arising from the appearance of Drug 
Enforcement Administration Deputy Assistant Administrator Joseph Ranna^isi before the 
Committee on July 12, 2007, at a hearing entitled “The Drug Enforcement Administration’s 
Regulation of Medicine”.

We hope that this information is of assistance to the Committee. Please do not hesitate to 
call upon us if we may be of additional assistance. The Office of Management and Budget has 
advised us that j&om the perspective of the Administration’s program, there is no objection to 
submission of this letter.

Sincerely,

Brian A. Benczkowslo
Principal Deputy Assistant Attorney General

Cc: The Honorable Lamar S. Smith
Ra.nking Member
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‘^The Drug Enforcement Administration's Regulation of Medidtio** 

July 12,2007

Questions for the Hearing Record 
for

Joseph T. Rannazzisi 
Deputy Assistant Administrator 

Ofrice ofOiversion Control 
Drug Enforcement Ad miaist ration

1. The Drug Enforcement Administration and the Food and Drug Administration are 
both involved in the approval of cannabis research (and researchers) prior to the 
issuance by D£A of a Schedule I registration. There seemed to be some confusion 
as to what this process is. Please describe in detail the process a would-be 
researcher must go through before D£A issues the registration and explain at each 
step what would prohibit the process from continuing.

Rksponse:

The Controlled Substances Act (CSA) allows for bona fide research to be conducted on any 
schedule I controlled substance provided the researcher has obtained a registration horn DEA 
authorizing such activity. The statutory criteria for obtaining a registration, inciuding the role of 
the Secretary of Health and Human Services (HHS), are set forth in 21 U.S.C. § 823 (f). Among 
other things, the statute requires the researcher to submit a research protocol. The required 
contents of the research protocol are specified in the DEA regulations (21 CF.R. § 1301.18). A 
detailed description of the process by which DEA acts on applications for registration with 
schedule I controlled substances is also set forth in the DEA regulations (21 C.F.R. § 1301.32).
In sum, the Secretary of HHS is re-sponsible for evaluating the qualifications and competency of 
the researcher and the merits of the research protocol, and DEA is responsible for ensuring that 
the researcher will provide adequate controls against diversion and otherwise comply with the 
CSA and DEA regulations. An application may be denied if: the applicant fails to meet any of 
the foregoing requirements; die Secretary for HHS finds the qualifications and competency of 
the researcher, or the merits of the research protocol, to be tacking; or DEA determines that the 
researcher has failed to demonstrate that hc/she will maintain etTcctive control against diversion. 
If DEA seeks to deny the application for any reason, it must serve the applicant with an Order to 
Show Cause, affording the applicant the opportunity for a hearing in accordance with the 
Admini.strativc Procedure Act, 21 U.S.C. § 824(c).

2. During the hearing, testimony was offered that indicated Investigations of pain 
management doctors and other doctors by DEA have caused concern (hat 
physicians who practice in (his area of medicine are being targeted despite the 
service (hey provide to a number of pain sufferers. Docs DEA believe this 
characterization is correct, and what is the process DEA uses to identify and
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investigate doctors whose practices dispense large quantities of opioids and other 
pain relievers?

Respo.nsk:

The characterization that the DEA “targets" physicians simply because they practice pain 
management is false and does disservice to those doctors acting professionally. The 
overwhelming majority of prescribing done by physicians in America is conducted responsibly. 
OUen it is these doctors and pharmacists who dispense the medication who ate the first to alert 
law enforcement to potential prescription problems. However, the small number of physicians 
who over prescribe controlled substances -carelessly at best, knowingly at worst—help supply 
America's second most widespread drug addiction problem. Although the problem exists, the 
number of physicians and pharmacists responsible fur this problem is a very small fraction of 
those registered with DEA to prescribe and dispense controlled substances in the United States.

DEA's obligation under the law and to the public is to ensure that pharmaceutical controlled 
subs'nnces are prescribed and dispensed only for legitimate medical purposes. By carrying out 
this obligation, DEA strives to minimize the diversion of pharmaceutical controlled substances 
for abuse while ensuring that such medications are fully available to patients in accordance with 
the sound medical judgments of their physicians. In this manner, DEA is committed to 
balancing the need for prevention, education, and enforcement with the need for legitimate 
access to these drugs.

DEA investigates complaints against registrants for potential criminal and administrative 
violations. Sources of those complaints include state medical boards, patients, pharmacists, or 
employees of the doctor. If an investigation reveals possible criminal or civil violations of the 

' eSA, DEA refers the matter to the United Stales Attorney's Office for further review and 
whatever action that office deems appropriate. In addition, if DEA determines that there is a 
statutory basis under the CSA to revoke a practitioner's registration, the agency has the 
discretion to initiate such proceedings. If DEA seeks to revoke a practitioner's registration for 
any reason, it must serve himfher with an Order to Show Cause, affording the applicant the 
oppoftunity for a hearing in accordance with the Administrative Procedure Act, 21 U.S.C. 
824(c).

DEA is also charged with registering companies, pharmacies, and physicians who handle or 
dispense controlled substances. Those who arc registered to conduct this activity must meet and 
continue to meet various regulations that are set forth in the Code of Federal Regulations.

DEA continues to work closely with the stale medical boards and their affiliated 
organizations to alleviate any possible remaming misconceptions about how DEA carries out its 
administrative duties under the CSA. As stated in the 2006 Synthetic Drug Control Strategy, the 
Admiliistration is conunitted to balancing the need for prevention, education, and enforcement 
with the need for legitimate access to phaimaceulical controlled substances.

3. During the hearing, statements were made that it was inappropriate for DEA to 
iiivesligatr doctors, and that doing so was Ihe equivalent of 'regulating medicine.’

2
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Why does the DEA iavestigate and engage in the prosecution of pain management 
practitioners and others in the medical profession, when esIablLshed state medical 
boards exist to monitor and punish ethical violations of medical practice?

RlSPON.SE:

Please note that DEA addressed this issue in ils September 6.2006, Policy Stalemcm 
published in the Federal Register. As staled therein:

D£.A is the agency within the Uepaitmcnt of Justice responsible for 
carrying out the functions assigned to the Attorney General under the CSA.
These functions include enforcing and administering the CSA provisions 
governing the prescribing, administering, and dispensing of controlled 
substances. Thus, the scope of DEA's authority is delineated by the extent 
to which Congress itself regulated controlled substances through the 
enactmenl of the CSA and assigned certain fimetions under (he Acl to the 
Attorney General-

While the CSA is one component of the overall regulation of the practice of 
medicine in the United States, it bears emphasis that the CSA docs noj regulate 
die practice of medicine as a whole. Therefore, although DEA is the agency 
responsible for administering the CSA, DEA does not act as the federal 
equivalent of a state tnedical board overseeing the general praclice of medicine. 
State laws and State licensing bodies (such as medical licensing boards) 
collectively regulate the practice of medicine. In contrast, the scope of the CSA 
(and therefore role of DEA) is much narrower. The CSA regulates only the 
segment of medical practice involving the use of controlled substances, and DEA 
is correspondingly responsible for ensuring that controlled substances arc used in 
compliance with federal law.

In particular, DEA’s role under the CSA is to ensure (hat controlled substances 
are prescribed, administered, and dispensed only for legitimate medical purposes 
by DEA-registered practitioners acting in the usual course of professional 
praclice and otherwise in accordance with the CSA and DEA regulations. Each 
Slate also has its own taws (administered by state agencies) requiring that a 
prescription for a controlled substance be issued only for a legitimate medical 
puiposc by slate-Iiccnscd practitioners acting in the usual course of professional 
practice.

There is nothing new in this .-irrangeraent of responsibilities between the federal 
and state governments. For more than 90 years (starting with the Harrison 
Nareotic Act of 1914, which was superseded by the CSA in 1970) federal law 
has placed certain restrictions on the medical use of federally controlled 
substances white, at the same time, the states have regulated the practice of 
medicine generally. In this respect, there has long been a certain amount of 
overlap between the federal and state oversight of contTulkd substances.

i
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Beginning in the 1930s and throu^ to the present, states have adopted unUorm 
controlled substance laws that were designed to promote standards that are 
consistent from state to stale and in harmony with federal law. One such 
standard that has always been a fundamental part of these uniform state laws is 
the requirement that controlled substances be dispensed only for legitimate 
medical purpose by a praciiiiotier acting in the usual course of professional 
practice - a requirement first articulated in the Harrison Narcotic Act.
Accordingly, it has been the case fbr more tl^ 70 years that a practitioner, who 
dispenses controlled substances for other than a legidmaie medical purpose, or 
outside the usual course of professional practice, is subject to legal liability under 
both state and federal law.

4, On May 15, DKA Admiuistrativc Law Judge Mary Ellen BUtner formally 
transmitted her reeummendaiinn to DEA Depnty Administrator Michele Lconhart 
in which she found that It is ‘^in the public Interest” to end the federal monopoly on 
the supply of marijuana that can be used in FDA-approved research, held by the 
National Institute on Drug Abuse (NIDA), Following nine days of hearings, 
testimony, and evidence from both sides, including from researchers who reported 
that the government denied their requests for marijuana for use in FDA-approved 
research protocols. Judge Bittner concluded that, ^.NlDA’s system for evaluating 
requests for marijuana has resulted in some researchers who hold DEA 
registrations and requisite approval from [HHS and FDA] being unable to conduct 
their research because N1DA has refused to provide them with marijuana. 1, 
therefore, find that the existing supply is not adequate.” She added, ^^Respondent’s 
registration to cultivate marijuana would be in the public interest.”

Despite this endorsement by the one neutral arbiter assigned to examine the 
case and despite the fact that it has been more than six years since the University 
of Massachusetts Initially Bled its application, the DEA has yet to grant the license 
In accordance with the recommendation. With these facts in mind, I would like to 
know how long It usually takes the DEA to act on a recommendation from an 
administrative law judge. Could you please provide roe with a list of all 
recommendations made by administrative law judges In the DEA since January 
20, 2001, along with the dates on which they were trunsmitted to final decision­
makers at the DEA and the daces on which the recommcndation.s were officially 
cither followed or rejected through a Unai decision on the matter?

Also, when can we anticipate a decl.slon in this case? If the decision can be 
anticipated to require more time than the average time required in the reply to the 
first question, please state the reason. In addition, can you give us a commitment 
that the decision will be made during this Administration?

Response;

Please see attached chart.
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5. In his written testimony of Joseph T. Rnnnaz2lsi, DEA Deputy Assistant
Administrator, Office of Diversion Controi, stated, “Nineteen researchers are 
currently approved to conduct research with smoked marijuana on human 
subjects.” Could you piease provide the name and afniiation of each of these 
researchers, along with a short description of the research they are currently 
conducting?

Response:

Please note that the inforniaiion requested in this question includes personally identifiable 
records maintained by DEA, which are protected by the Privacy Act. DF.A is releasing this 
information to the subcommittee in response to this question under the exception for disclosures 
to Congress set forth in 5 U.S.C. § SS2a (b)(9).

• Donald Abrams, M.D. (University of California-San Francisco; CMCR*)
• Mark Agius, M.D. (University of Califomia-Davis; CMCR*)
• Robert Block, Ph.D. (University of Iowa)
• Louis Cantilena, M.D., Ph.D. (Uniformed Services University of Health 

Services)
• Jody Corey-Bloom. M.D., Ph.D. (University of Califomia-San Diego; CMCR*)
• Ronald Ellis, M.D., Ph.D. (University of Califomia-San Diego; CMCR*)
• Richard Foltin, Ph.D. (Columbia University)
• Alan Gevins, PIlD. (SAM Technology Inc.)
• Mark Greenwald, Ph.D. (Wayne Stale University)
• Kent Hutchison, Ph.D. (University of Colorado)
• Thomas Kelly, Ph-D. (University of Kentucky)
• Scott Lane, Ph.D. (University ofTexas-Hou-ston)
• Anthony Liguori, Ph.D. (Wake Forest School of Medicine)
• Scott Lukas, Ph D. (McLean Hospital)
• Jane Metrick, Ph.D. (Brown University)
• Godfrey Pcarlson, .M.D. (Iratitute of Living)
• Donald Tashkin, M.D. (University' of California Los Angeles)
• Mark Wallace, M.D. (University of California -San Diego; CMCR*)
• Barth Wilsey, M.D. (Department of Veteran Affairs; CMCR*)

Of the 19 researchers listed above, 13 are conducting NIDA-funded drug abuse research.
An additional 6 arc affiliated with the 'Center for Medicinal Cannabis Research (CMCR) from 
the University of California and are investigating the use of smoked marijuana in six approved 
studies.

The CMCR studies are evaluating the use of cannabis for the treabnent of: HIV-related 
peripheral neuropathy; cancer pain; spasticity/trenior in MS patients; and chemotherapy-induced 
delayed nausea These studies represent the breadth and scope of research using marijuana to 
study the potential therapeutic effectiveness of marijuana’s active ingredients.
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Policy on Letters of Non-Oblectlon

The comnuttee has heard from a number of companies that DEA has virtually stopped 
issuing Lelters of Non*Objection, or LONOs - since February of2006. I would greatly 
appreciate it if you could help me understand the current LONG policy in greater detail, as well 
as UEA's mlionale behind the decision to implement this policy.

6. How many LONG requests did DEA approve and deny in 2004, 2005, and in 2006 
until February 20, and what were the reasons for denial in cases where UEA 
rejected a LONG application?

RKSPt>NSt:

During the nme period in question, the DEA received approximately 1,069 requests for 
LONOs. Of that total, 41 (4%) were withdrawn by the importer after being notified that the 
LONG would not be issued. The breakdown by year is as follows; 2004, 519 LONO requests, 6 
(2%) withdrawn; 2005,483 LONO requests, 32 (7%) withdrawn; 2006 (through Feb. 28), 67 
LONG requests, 3 (4.5%) withdrawn. LONOs not being issued were based on the reasonable 
belief that tfae products will be diverted for use in the clandestine production of illicit drugs.

If there is reason to believe that the chemicals will be diverted into illicit channels, DEA 
sends the importer a 3 -Option letter. This letter explains lliat a particular shipment may be 
diverted (21 U.S.C. §971) and then gives the importer three options. The first option for the 
importer is to voluntarily withdraw the DEA-486; the second is to do nothing and in 30 days, it 
will autumalieally be withdrawn or the last option is to request a bearing. The letter further 
explains the regulatory process and indicates that if the third option is chosen, then the shipment 
will be suspended and die importer has a nght to a hearing. All importers are afforded the 
opportunity to partidpate in the regulatory system.

7. How many LONO requests are currently pending before DEA? I would
appreciate knowing when the LONO requests were submitted. How many of these 
LONO requests have been pending for more than 6 months without a response 
from DEA?

REsro.Nsi:;

As of August 24,2007, there were eight (8) pending DF.A 486 (LONO) requests. There are 
no DEA 486s pending for more than six months. When a request is received from the importer, 
the request is usually processed within approximately two weeks. This time is dependent upon 
how quickly the down stream customers reply to DEA's requests for information in order to 
conduct the verification process. The number of pending LONO requests changes daily as new 
ones arrive and are processed.
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8. Arc there uny companies who have submitted a LONO application for whom a 
LO>0 has been approved? It is my understanding that Wyeth and Bayer have 
both received such approvals.

lUSPO.NSE:

Please refer to the numbers provided in the previous responses. Companies do not submit a 
“LONO application". Companies do, however, submit a form DEA-485, which is an 
Importi'bxport declaration form sent in to DEA by the importer. That form constitutes a reciuest 
for the issuance of a LONO if the export is from a country that will not release shipments of 
ephedrine and pseudoephedrine unless the United State Government issues a LONO. Generally 
speaking, imports are approved unless cancelled by the importer or there is reasonable cause to 
believe the imported chemical will be diverted to the clandestine production of drugs. LONO 
requests from any importer of ephedrine and pseudoephedrine would have been approved unless 
there was reasonable cause to believe that the chemicals would be diverted to the clandestine 
manufacture of methamphetamine. Unless a LONO request is cancelled by the importer, all 
LONOs have either been approved or DEA has issued an order to suspend the shipment. 
Importers whose shipments are suspended are entitled to a hearing. However, LONOs are issued 
only to registered importers. Wyeth and Bayer are not registered with the DEA as importers of 
List I ehemicals.

9. Mas U£A received and approved any LONO applications from comp.'inirs who 
seek to import ephedrine or other List 1 chemicals used for prescription or related 
pharmaceutical u.ses?

Rr^sroNSE:

DEA has received form DEA-486s for List 1 chemicals where the ultimate end-use is for the 
manufacture of legitimate prescription drug products and they go through the same downstream 
customer verification process as the OTC manufacturers.

10. What criteria does DFA curreatly employ to approve or reject a LONO request?

Rkspo.nse:

Title 21 U.S.C. 5 971(c) stales that the Attorney General may order the suspension of any 
importation of a listed chemical on the ground that the chemical may be diverted to the 
clandestine manufacture of a controlled substance. Upon the receipt of a LONO request, the 
OEA conducts an investigation of the downstream distribution chain. If a detennination is made 
that the product may be diverted, the LONO is not Issued. If the request to import the List I 
chemical is not withdrawn by the importer, DEA issues an order suspending the proposed 
importation.

II. We have heard that DEA does not intend to approve any LONO requests until the 
agency determines the “medical and scicnttric’’ necessity for List 1 chemicals, 
particularly ephedrine and pseudoephedrine? If so, why would the U.S. Food and
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l>ruK Administration’s (FDA) determination of the medical necessitv of ephedrine 
and other List 1 pharmaceuticals — as a condition of allowing them onto the 
market - not serve as sufficient evidence for DEA - especially in light of the 
apparent injury caused to respunsible and tan-abiding companies by the delay?

REsroNSt:

“Medical and scientific necessity" was not the terminology utilized by Congress in enacting 
21 U.S.C. § 971(c). Therefore, such terminology is not utilized by DEA in implementing this 
provision. DEA is mandated by 21 U.S.C. § 952(aXl) to authorize the importation of ephedrine 
and pseudoephedrine only in such amounts as are necessary to provide for medical, scientific, or 
other legitimate needs of the United States. Furthermore, this is also in accordance with a United 
Nations resolution that urges the calculation of valid licit use estimates for ephedrine and 
pseudoephedrine and allows for monitoring by the U.N. International Narcotics Conbol Board 
(INCB) to help keep imports and exports within these licit use estimates. Although a product 
may be approved as "safe and cfTective" by the FDA for a medical use. oniy the ajuount 
necessary to provide for the legitimate needs of the United States may be imported. DEA 
procesttes requests to import all conUolled substances and listed chemicals thoroughly prior to 
deciding whether to send a LONG or deny the importation. DEA does not concede that any 
company has been injured by any alleged delay in this process.

The A.'i.sessment of Annua! Needs represents those quantities of ephedrine, pseudoephedrine, 
and phenylpropanolamine which may be manufactured domestically and/or imported into the 
United States to provide adequate supplies of each chemical for: the estimated medical, 
scientific, research, and industrial needs of the United States; lawful export requirements; and the 
establishment and maintenance of reserve stocks. DEA obtained assistance from a private 
independent contracten-, IMS Health Government Solutions, to develop estimates of the medical 
needs of the United States for both ephedrine and pseudoephedrine.

12. What is DEA’s statutory authority and .substantive expertise to make medically- 
based determinalions such as "medical and scienlinc’' dcterniioations of List 1 
chemicals? Does DEA coordinate with other agencies such as the FDA ur HHS in 
making those determinations?

Rr.smis.ss;:

DEA’s statutory authority rests in 21 U.S.C. §952. This statute prohibits the importation of 
controlled sub-stances or ephedrioc, pseudoephedrine, and phenylpropanolamine except in 
amounts "as the Attorney General finds to be necessary to provide for medical, scientific, or 
legitimate puiposcs". When making a scheduling recommendation, DEA coordinates with 
FDA/HHS for their expertise in evaluating a particular drug.

Since this question is similar in content to question 6, the response must by necessity repeat 
some of the answer to that question. The Assessment of Annual Needs represents those 
quantities of ephedrine, pseudoephedrine, and pheny lpropanolamine which may be manufactured
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domestically and/or imported into the United States to provide adequate supplies of each 
cbemical for the estimated medical, scientific, research, and industrial needs of the United 
States; lawful export requirements; and the establishment and maintenance of reserve stocks. 
DEA obtained assistance from a private independent contractor, IMS Health Government 
Solutions, to develop estimates of the medical needs of the United States for both ephedrine and 
pscudoephedrine.

13. If DEA has, in fact, adopted a policy of deferring decisions on LONG 
applications until a medical and scientinc necessity of List 1 chemicals is 
determined, what provisions are being extended to lasvful importers and 
distributors whose business and livelihood depend on the continued importation of 
raw materials?

Kesponsi:
DEA does not have a policy of deferring decisions on LONG requests based on medical and 

scientific necessity.

14. How many incidents have there been where Over-1'he.Counler (GTC) ephedrine 
combination products such as Primalene or Bronkaid have been found to be used 
in the manufacture of iiietliamphelamine, and what percentage of the total 
mcthampheiaminc supply in the U.S. does DEA believe comes from illicit diversion 
of these specific types of combination products?

R>;SfQbSE:

,\n exact number of incidents where OTC pseudoephedrine and/or ephedrine combination 
products have been found in clandestine laboratories is not possible to ascertain. Clandestine 
laboratories are often found in various .stages of production with the precursor chemicals in 
solution or finished product. Both combination and single entity OTC ephedrine and 
pseudoephednne products are found at clandestine methamphetamine labs. It should be noted 
that traces of antihistamines or other residual ingredients are frequently encountered in 
mclbampheiamine samples taken at clandestine labs, indicating the diversion of OTC 
combination products.

As proviried in testimony on July 12,2007, brands found in S7 labs in 2006, included BDl, 
Blue Label, Mini Thins, Brochis, Mini Ephedrine, Double Action Ephedrine, Rapid Ephedrine, 
Fred's Private Label, Ephedrine Extra, Biotech, .^, BC Powder and Ultra Max Strength. Those 
are all ofr-brand. gray market, ctypto-gencric products.

tphfdrine I moon Policy

The committee is concerned over the uncertainty of how import quotas pertaining to List 1 
chemicals will be allocated amongst small importers. This lack of infoimation and uncertainty 
about the supply of essential List I chemicals for their healtii products has disrupted short- and
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long-term business operations. Importers and distributors are anxious to plan for their future 
distribution of product to potential customers, including chain drug stores.

In light of this uncertainty, please respond to the following questions:

IS. What criteria will DEA use in making import quota allocations?

Rksponsi;:

Registrants are required to submit a completed DEA Form 488, Application for Import 
Quota for Ephedrine, Pscudoeptiedrinc, and Phenylpropanolamine, in order for DEA to establish 
an individual import quota. DEA will evaluate the information submitted on the application 
including data relating to purchases, sales, and inventoiy for the cunent and preceding two years. 
However, certain import quota requests might require additional information such as product 
development requirements or other requirements necessary to complete bona fide scientific 
research/clinical trials. DEA has expertise in processing these types of quota applications for 
manufacturers of controlled substances in Schedules I and II and will work with quota applicants 
to obtain the information necessary to process these types of quota requests.

16. When will proposed import allocations be made by DEA?

RESfON.SE:

On July 10, 2007, the DE.A published in the Federal Register, an Interim Final Rule with 
Request for ComnKnt which implements the quota provisions envisioned by Congress when it 
passed the Combat Methamphetamine Epidemic Act (CMEA) in March 2006. Although the rule 
became effective immediately, DEA did not administer individual quotas to importers of these 
List 1 substances for Imports required in 2007. Instead, DEA has been obtaining 2008 import 
applications which will be adju^cated after DEA publishes a final rule in the Federal Register 
establishing the 2008 Assessment of Annual Needs for each of these List I chemicals. The 2008 
Assessment of Annual Needs was published in the Federal Register on December 27,2007 (72 
FR 73361).

On December 27,2007, DEA issued individual import, manufacturing and procurement 
quotas to 38 applicants who had filed timely quota applications. DEA received exactly 100 
complete applications in 2007 for 2008 quotas; approximately 40% were received in the month 
of December and currently remain under review. Three (3) of the sixteen (16) import quotas 
received in 2007 were issued on that day. Until a quota has been allocated to importers, it will 
not be pennitted to handle any subject materials. DEA is not currently aware of any delays in 
this process. Looking forward, it is not anticipated that any delays, to tbe extent they become 
reality, will cause extended waiting periods.

17. Once import allocations are prupo.«ed, will DEA provide importers with an 
opportunity to submit comments and make recommendations for revisions in 
the import formula?
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opportunity to submit comments and make recommendations for revisions in 
the import formula?
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RjESPO.NSt:

The assessment of annual needs (AAN) represents the total quantity of ephedrine, 
pseudoephedrine, and phenylpropanolamine determined to be necessary to be manufactured and 
imported during the calendar year. The DEA shall publish in the Federal Register a general 
notice of an assessment of annual needs for ephedrine, pseudoephedrine, and 
phenylpropanolamine. Any interested persons are permitted to file written comments on or 
objections to the proposed AAN within the designated comment penod. After consideration of 
any comments or objections, the DEA shall issue and publish in (he Federal Register the final 
order determining the AAN for the chemicals.

It. Once Import allocations arc finalized, what process will DEA establish to allow 
importers to request modifications to the allocations based on production and 
sales data?

Rt;srON5i;:

Any person to whom an import qnota has been issued may at any time request an adjustment 
in their individual import quota. Applications for adjustments to on individual import quota 
which arc received during the calendar year must be denied by DEA within 60 days of receiving 
a completed request for such adjustment, otherwise the request is deemed approved 21 U.S.C § 
952(d) (21 C.F.R. § 1315.36),

.Any persons to whom an individual import quota has been issued may, at any lime during 
the calendar year, request an adjustment in their individual import quota by applying to the 
Administrator with a statement that establishes the basis for ihe adjustment.

Harassmen! of Small Busine.\s

The Co^timittee is aware of specific instances of DEA investigators threatening to issue 
show cause IcKers simply for doing business with convenience stores, which the DEA has 
defined as the “gray markei." Funheimorc, and even more alarming, we are aware of small 
busiiKSses being asiced to surrender their List 1 chemical licenses without any evidence of 
wrongdoing.

.An example of this policy and practice is comained in the transcript of an April 18,2006 
odministmtive hearing regarding a List 1 chemical distributor in Tennessee.

A DFA Investigator testified that it is DEA’s policy to seek the license revocation of any 
List 1 chemical distributor who conducts business with the so-called gray market, even in the 
absence of any evidence of chemical diversion or violations of DEA regulations. During cross 
examination by counsel at the administrative hearing. Investigator Graham responded to the 
following questions:

Q. “...Is it yourtestimony ihai ii's DEA policy to seek the revocation of any 
person or entities that is registered andselis in the gray market? “

DEF-MDL-15984.00019

227

RjESPO.NSt:

The assessment of annual needs (AAN) represents the total quantity of ephedrine, 
pseudoephedrine, and phenylpropanolamine determined to be necessary to be manufactured and 
imported during the calendar year. The DEA shall publish in the Federal Register a general 
notice of an assessment of annual needs for ephedrine, pseudoephedrine, and 
phenylpropanolamine. Any interested persons are permitted to file written comments on or 
objections to the proposed AAN within the designated comment penod. After consideration of 
any comments or objections, the DEA shall issue and publish in (he Federal Register the final 
order determining the AAN for the chemicals.

It. Once Import allocations arc finalized, what process will DEA establish to allow 
importers to request modifications to the allocations based on production and 
sales data?

Rt;srON5i;:

Any person to whom an import qnota has been issued may at any time request an adjustment 
in their individual import quota. Applications for adjustments to on individual import quota 
which arc received during the calendar year must be denied by DEA within 60 days of receiving 
a completed request for such adjustment, otherwise the request is deemed approved 21 U.S.C § 
952(d) (21 C.F.R. § 1315.36),

.Any persons to whom an individual import quota has been issued may, at any lime during 
the calendar year, request an adjustment in their individual import quota by applying to the 
Administrator with a statement that establishes the basis for ihe adjustment.

Harassmen! of Small Busine.\s

The Co^timittee is aware of specific instances of DEA investigators threatening to issue 
show cause IcKers simply for doing business with convenience stores, which the DEA has 
defined as the “gray markei." Funheimorc, and even more alarming, we are aware of small 
busiiKSses being asiced to surrender their List 1 chemical licenses without any evidence of 
wrongdoing.

.An example of this policy and practice is comained in the transcript of an April 18,2006 
odministmtive hearing regarding a List 1 chemical distributor in Tennessee.

A DFA Investigator testified that it is DEA’s policy to seek the license revocation of any 
List 1 chemical distributor who conducts business with the so-called gray market, even in the 
absence of any evidence of chemical diversion or violations of DEA regulations. During cross 
examination by counsel at the administrative hearing. Investigator Graham responded to the 
following questions:

Q. “...Is it yourtestimony ihai ii's DEA policy to seek the revocation of any 
person or entities that is registered andselis in the gray market? “

DEF-MDL-15984.00019



228

A "Yes. sir."

Q. "Irrespective of whether they abide by the rules and regulations? "

A. "Yes, sir "

Q. "My question is, is it DEA policy to revoke the registrations of persons who 
are selling in the gray market, but comply with rules and regulations of the sale of 
List I chemicals?"

A. “...I would like to respond to your question. Generally, the answer is yes, but I 
must stress that the issue is what they are selling. Now when we talk about the 
nontraditionalproducts into gray market establishments, yes, we seek those 
revocations. “

Q. "Even when those persons or businesses follow the Code of Federal 
Regulations? "

A. "Yes. sir."

Due to these concerns, please respond to the following questions:

19. What Is DEA’s overall enforcement strategy in identifying and dismantling 
small toxic laboratories (STLs) that produce Melhampheiamlve?

R^:sro^sE:

Firstly, DEA regrets the Committee’s use of the word ‘harassment' in the title of this section 
of questions. In seeking answers, use of the word inherently assumes the Committee has already 
taken a position.

As a testament to the effectiveness of the Combat Methamphetamine Epidemic Act (CMEA) 
passed by Congress and strong state legislation, DEA statistics show a 41% decrease in the 
number of methamphetamine laboratories in 2006 from the previous year. This is 41% fewer 
laboratories that will expose children to hazardous chemical^ 41% fewer laboratories that state 
and local law enforcement officers will spend hours overseeing environmental clean-ups, and 
41% fewer laboratories that state and local agencies will have to spend thousamls of dollars in 
hazardous waste clean-iqrs. It is also 41% fewer labs producing a toxic drug that ruins American 
families and communities and weakens our productivity.

A logical means to eliminate the STLs is to choke off their sources for meth ingredients, 
mainly ephedrine and pseudoephedrine of the kind found in OTC cold remedy products. The 
recent significant reduction in the number of domestic small toxic labs and legisbtion restricting 
access to methamphetamine precursor chemicals has allowed DEA's Clan Lab Enforcement 
Teams to expand their efforts beyond dismantling methamphetamine labs. These teams can now
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jori^ctitr:ilL' i)ii k]L':iiirv:iig lari^L‘->ciik Mexican rnct inntpheinimne irallkkin^
nri;ani/utiv>:is 'I hcic tca;n> i\^c then lab e.xpcrU'-e lo irnee clicruK jIs, lir.ishcJ 
me.hainphetnminc, anJ dru^ proceeds lo d:T.i^ irafjlcking i>rj’.im/ation?> in the L' S and Mexico 
1 hese te.im^ nlso warh lo idenlilV arid dismamle 1 hS.-based nicthariiphetaiiiine (rjMsfhnUilioi: 
ai\: di-^inhution eelU

IM'iA IS ctanitn'.ied (n keepiit.!:; oiir cotrmLiinies sale I'rem dio (Jan;;er5 ol rricbiamphetJinine 
pri>ihielu)n j:u1 abase. I'revenlmg the use cd'eiieniiejIs front heinv; diUTie<) !o viandesfiae labs 
for Jit- in the pn^dutuon urmeifiLirnplielumiiie and enlbreemcni ol the ^_■^fLA .ire unportati! 
eleiiiL'H’.S in that elYurl.

20. \K hat is DK.A's current enfiircetnenl p<»licy with rcRard to lUcnilfying 
precursors used in claiidesiine Inbonitorie^ fur liie priuhietiun of iMicir 
riiellinni])lu'tj[i'iine?

rti:sroNsi:

nb.A -.nv e.slu’..lors are trained lo piir>iie all leads. irteluditjC, hachilaeking ol ehefiucals 
lieadir.;; lo oi found at a elardesiine bb 'Ue. eliemieal cache, or diimp.sile

2l. Did the DK.A Jus esti;*ator at tiuestiun licrc accurately describe DK.A's
eiilorcunent poliev during liiv testimony al the April 2006, hearing, that 
r>K.A is seeking the revocaiion of any List I cheiuical registrant who is doing 
business svith tlie gray market?

RiM’O.NSK:

7'1l* Diversion Irivc.'i’ii’.'itcr lestil’ieu Irudilully, but mistakenly, hosed on his understanding of 
DE.A's policies and procedures In fad. DLA does not ha\e .i ]>.diLy lo revoke i if lepisiiaiion of 
everv disnibulor ihal sells schfiinled liste<i chemical product•; to "gr.iY niarkel' outlets. The 
mxcstigjt(»i‘s toiifr.oTiy would have been aiere precise iflic lestilied that so-called gray niorkct 
epbedrine ;it:d pseudoc-jibedrine priKiucl.s deemed lo be obLiined and diverted for use in the illicit 
['rodiiciion of eonlrollcd substance are oiler, found in gray market venues. 'I hii iiiarkeljd icc I'or 
TMm-Lraditiotml pruducis is .i kjiovvn source for iloincstic mcthamphctaniine juoduciioTi. 
Accindingly. distributors lliui sell gray market products to gray market oultel.s often present a 
significant ri.sk ofdivcrsitm of sehcdulcd I >ted cheimca] products

22. If DK.A does have a policy nf seeking the rev ucjtion of [,ist t regi.strunis that 
do hu.sine.ss in the gray market, what is the policy specifically, imd what is ihe 
st.itutory' or rcgulahirw’ basis for such polJcs ?

Ri-:srt»jSK;

DLA does not liavc .such a policv
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23. How docs DEA dclinc (he so-cailfd “gray market?” 

response:

DEA knows by experience that a "gray market” exists wherein certain pseudoephedrine and 
cpbedrine pmducts are distributed only to non-tiaditional outlets for medications such as 
convenience stores and gas sutions and from where they have a high incidence of diversion with 
little or no accountability as to their final uses. These “gray market" products are not sold in 
large discount stores, retail pharmacies, or grocery chains, where legitimate sales of therapeutic 
OTC drugs predominate, “Two-way" combination ephedrinc and high strength single-entity 
pseudoephedrine products, which arc “crypto-generic” in that they are manufacbired by firms 
with no discernible market share or observable demand, are the primary products in this "gray 
market" industry. These products are rarely found in any retail store serving the traditional 
therapeutic market. Many distributors of these products disfributc ephedrine to convenience 
stores, gas stations, and other “gray market” retailers in amounts that for exceed legitimate 
demand for therapeutic use.

Despite numerous public announcements and letters to distributors, DEA believes that many 
of the “gray market" retailers of these products have not self-ceitiiled under the provisions of the 
Combat Methamphetamine Epidemic Act and, therefore, have not come into compliance with the 
Act.

In the recent past, several cases have been adjudicated which resulted in decisions favoring 
the government. One such final rule, FR Doc 04-4127 [Federal Register February 25,2004 
(Volume 60, Number 37)] [Notices] [Page 86S2-8696], re: Branex - Final Order - 02/2S/04, 
demonstrates the gray market principle.

24. Docs DEA have any evidence that traditional convenience stores and small
retail establishments are intentionally diverting List 1 chemicals into STLs? If 
so, what evidence exists?

RESfON.st::

According to DEA reports, convenience stores and gas stations in many stales have, for 
years, continued to be the primary source for precursors being diverted to illicit 
methamphetamine laboratories.

During March 2001, DEA utilized an expert in the field of retail marketing and statistics to 
analyze national sales data for OTC, non-pre.scription drugs. Using official government and 
commercially available sales data, he was able to construct a model of the traditional market for 
pseudoephedrine in the retail sector. His study showed that over 90% of all sales of non- 
prescription drug products occurred in drug stores, grocery stores and large discount 
merchandisers. A very .small percentage of such sales occurred in convenience stores, and nrany 
convenience stores do not sell any OTC drag products at all.

14
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This expert analyzed expected sales of non-prescription drugs by convenience stores (hat 
sold such products and found that (hey constituted a very small portion of their total sales. The ' 
average small convenience store averages about S1,000,000 in gross sales. Health and beauty 
aids category (HABA) averages about 2-3% of grorts sales. Cough and cold products, a subset of 
HABA, average about one-fourth of HABA sales. The expert calculated that single-entity 
pseudoephedrine sales were about 5% to 10% of cough and cold sales. Accordingly, the average 
small store could expect to sell monthly only about SO.OO to S40.00 worth of pseudoephedrine 
products. At an average markup of 40% over wholesale prices, this would translate to about 3 to 
12 packages a month. He calculated that the potential for sales of combination ephedrine 
products was about only one-fouith of those pseudoephedrine sales levels.

DEA has observed through investigations that a number of “gray market" convenience 
stores and gas stations, to the e.xtent that DEA even knows of them, have routinely demonstrated 
a reckless disregard of the spirit of the CMEA quantitative sales limits, by nut monilonng .sales 
to individuals either in a single day or during the 30-day period. It has been observed that on a 
regular basis, the same individual or individuals made multiple package purchases that exceeded 
the single day sales and/or 30-day purchase limits, without denial by the outlet.

DEA has obtained anecdotal evidence in some investigations that the owners or employees 
of convenience stores suspected that purcliasers of List I products were diverting these products 
to the clandestine manufacture of mcthamphetaminc. Whether a retail seller or a distributor 
intentionally diverts scheduled listed chemical products or unwittingly sells such products that 
are ultimately diverted, DEA must take steps to protect the public from clandestinely 
manufactured methamphetamine.

23. Does DEA have a long term strategy to eliminate all sources of List 1 
chemicals from the marketplace?

Rrsponsk;

No such strategy exists. Moreover, DEA would not deny the legitimate needs of these 
chemicals from the public. It is, however, DEA’s Congressional mandate to protect the public 
from those who would divert controlled substances and listed chemicals from legitimate channels 
for non-legitimate purposes.

26. As a follow up to Dr, Heldcn’s testimony that most products found in small 
toxic laboratories were named brand products rather than off-brand products, Mr. 
Rannazzisi responded by saying that off brand products were, in fact, being found in 
large quantities. There seems to be a disparity in these two answers. The 
b'ubcommittee would like to clear this up, and, for this reason, would like the DEA to 
provide documentation showing that after the enactment of CMEA, there has been a 
consistently greater presence of brands sold In small retail outlets versus name brand 
or so-called “conventional” retail bmud generics during clandestine lab seizures.

IS
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RrsmNSE:
The question mischaracterizes Mr. Rannazzisi’s testimony. At no point in his remarks did 

Mr. Rannazzisi say that name brand products were not being found in metbampkctamine 
laboratories, nor did he characterize quantities of off-brand products as being large, he simply 
identified by name those gray market products which were found in laboratories.

In responding to Mr. Heiden’s testimony on this i.s.sue, Mr. Rannazzisi said:

“Now, I noticed in Mr. ileiden’s testimony, he says the products 
distributed by ACRC and other smalt distributors are off-brand 
combiiution ephedrine asthma Klieve products which are not found in 
illicit labs as precursors to make mcthaniphetamine. That is incorrect.

In 2006. we had 87 labs with brand names like BDl, Blue Label, Mint 
Thins, Bronchis, Mini Fphedrinc, Double Action Ephedrine. Rapid 
Ephedrine, Fred’s Private Label, Ephedrine Extra, Biotech, AM BC 
Powder, Ultra Max Strength. Those are all off-brand, gray market crypto- 
generic products."

Dr. Keiden suggests that he has data on all small toxic laboratories in support of his saying 
that the name brand products are found more oAen than off-brand products. Often law 
enforcement does not know the source of the products found in clandestine labs because the lab 
operators have discarded or destroyed the packaging materials. Additionally, the quality of the 
leporung of seized material labeling by various agencies is inconsistent. Mr. Rannazzisi simply 
stated that off-brand products were found in large quantities. Off-brand manufacturer and 
distributor data, particularly with respect to ephedrine products, suggests that otT-brands would 
likely be found in clandestine labs.

The attached charts show 92 clandestine meth lab seizures where it is known that ephedrine 
products were being used in the manufacturing process. During the same time period, 734S labs 
were seized. As in years prior to the enactment of the CMEA, traffickers continue to go to great 
lengths to disguise the identity of the precursor pruducLs from law enforcement. However, 
intelligence information from alt law enforcement sources indicates that ephedrine products, 
especially those products sold in small retail outlets, ore favored by traffickers. (See attachments 
below.)

27. Dr. Ileiden devoted a considerable amount of his testimony challenging the 
DEA’s use of outside data in formulating an annual needs assessment for the 
importation of Ephedrine. The only response to Dr. Heiden’s testimony Mr. 
Rannazzisi made was that the DEA is reviewing comments and would be out with 
a revised assessment shortly. Before the DEA issues its final needs assessment, and 
completes the Interim Final Rule that it Issued two days before the hearing, the 
Subcommittee would appreciate DEA providing the following:
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a. The amount of raw materials known to be diverted in prior years 
versus the quantity of raw materials on approved LONOs for that 
same year for all importers and manufacturers. (See foolnole 
below)

Response:

The amount of diverted List I raw matcnals is unknown. Therefore, a direct correlative 
relabonsbip is meaningless. Annually, the DEA receives an average of about SOO requests per 
year for LONOs. A LONG was issued in approximately 95% of the cases. In the balance of the 
cases, fewer than S%, the request was withdrawn after D£A made notification to the importer 
that a LONO would not be issued because of diversion concerns.

b. What is DEA’s Justification for its initial quota policy causing 
additional “aulicipateldl significant economic impact” on small 
businesses when the CMEA has already effectuated a major decline in 
diversion rates? (Sec pgJ7445, FR DOC E7-13377)

R1.SPONSE:

Legitimate small businesses .should not expect to experience such an impact. The Office of 
Chief Counsel, Diversion & Regulatory Litigation Section (CCD) engaged the services of a 
marketing expert. Since 2000, the Office of Diversion Control (OD) and CCD have used market 
studies which support DEA's position regarding these products. According to the expert, who 
has testified in court and at sliow cause proceedings in which the government prevailed, these 
products arc being distributed in quantities far in excess of their expected market share. In other 
words, they sell more than the nationally recognised brand, yet do not even register as a 
competitor in the same marketplace as the nationally recognised brand leader. This can only be 
because their products are aimed at the illicit market.

28. In his testimony, .Mr. Rannazzisi made specific reference to the success of the
CMEA In reducing the diversion of over the counter products (OTC) to small toxic 
laboratories to produce methamphetamine. He staled, however, that the agency 
continues to be concerned ivilh the contribution of products sold to convenience 
stores lied to the meth problem. In light of these assertions, the Subcommittee 
would like the agency to provide the subcommittee with spccilic evidence 
demonstrating the extent to which reduction of diverted OTC products is 
attributable to the ChtEA compliance of the distributors and employees of what 
DE.k deems to be “conventional outlets”(drug stores, grocery stores, discount 
department stores, superstores, and electronic mall order houses)? (See pg.37445, 
FR DOC E7-13377).

RESPONSE:

Even prior to the enactment of the CMEA, well before September 30,2006, a number of 
traditional ("conventionar) outlets engaged in voluntary measures to curtail potential diversion
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of pjeudocphcdrine and or/ephedrine-conuining drug products by insiiluting point of purchase 
sales limits, and placing ephedrine and pseudoephedrine-conlalning drug products behind the 
counter.

Bayer Corporation and Wyeth, manufacturers of Bronchaid and Primatene, respectively, the 
only two ephedrtne-containing brand name products sold in the maHtelplace at traditional outlets, 
have long considered these products as fading away, in that sales of these products continue to 
decrease year by year. Other manufacturers have abandoned using ephedrine altogether and 
reformulated products with phenylephrine. Phenylephrine cannot be used successfully in the 
illicit manufacture of methamphelatnine.

a. If the DEA dubbed, “non-conventional outlets" contributed to the 
majority of diverted OTC products, then how can these same 
businesses be denied recognition for the significant decline in the 
seizures of Clandestine Methamphclamine Labs?

RKfPPiSf: I

The concran lies with the training of employees for the self certification process and the 
greater oversight given to employees in conventional outlets versus non-conventional outlets. 
DEA has sent individuals into convenience stores to gather information OD the record keeping 
process to determine if the log book requirements were being followed. On the whole, clerks in 
the convenience stores did not check idemificaiion against what was wrinen in the log hooks 
while the larger more conventional outlets did in fad check the identification against what was 
written in the log hooks.

Despite the logbook requirement, "smurfing" (going from store to store and purchasing the 
maximum daily limit) continues because there is no apparatus for stores to compare logbooks.

b. In light of the dramatic and undeniable effects of the CMEA's 
regulations on the reduction of diverted OTC products containing 
PSE and EPH; why is DEA policy slUl contradicting the CMEA, by 
effectively banning the convenience store industry and its 
consumer's access to these products?

RrSfONSK:

DEA policy does not contradict the CMEA and it is not DEA's Intent to ban the 
convenience stoic industry &om access to these products.

* Footnote: CUSS (Clandestine Laboratory Seizure System @ EPIC) has the 
statistics available that would reveal how many pounds of methamphetamine were 
illicitly manufactured in 2006* from products diverted via all retail outlets.**
That amount (number of pounds of methamphetamine) can then be converted into 
the kilograms of raw materials required to produce that amount. Next, calculate 
the kilograms of raw materials that were approved for import that year for the
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manufacture of ALL OTC products containing HSL and EPIi. Subtract the 
estimated diverted kilograms from the amount that was actually imported, and 
you should end up with an importation level that reflects the amount of raw 
materials that were not diverted, and that is the amount that should be approved 
for the following year Not an amount based loosely on estimates of how many 
cold, allergy and asthma suffers there are and where they shop.

* In 20D6, when CMEA was enacted, not all retail regulations were in effect until 
September.

**For 20U4, CLSS reported that 3,156 lbs of Methamphetamine was Illicitly 
manufactured from products diverted from all retail/wholesale outlets. (During 
that year, lab seizures were approsimately 700% greater than annualized data 
currently available for 2007, and 230% greater than 2006 data.)

RESPONSE:

For the record, this footnote is incorrect to state that “For 2004, CLSS reported that 3,156 
lbs of Methamphetamine was illicitly manufactured from products diverted from all 
retait'wholesale outlets."

In 2004 there were 17,860 mclh lab incidents (labs, dumpsiies). In most, if not all these 
incidents, ephcdrinc/pscudoephedrinc tablets were used to manufacture mcthampheiamine. Just 
because the brand cannot be delermined, does not mean that these tablets were not used, and 
therefore, no statement can be made that only 3,156 lbs of methamphetamine was manufactured 
from AI.I. rctail/wholesale outlets.

In the vast majority of clandestine laboratories, it is diflicult for law enforcemeiu to 
determine the name brand of ephedrine/pseudoephedrinc lahicis, gel-caps or liquids that have 
been used. In mast instances, the law enforcement officers may only find materials that have 
already been removed from the packaging therefore making it impossible to determine the brand. 
List I materials found in solutions obviously would make source determination improbable. Due 
to these conditions, there may be inherent undcr-rcpocting or mis-rcpoiting considerations. 
Therefore, no .system exists for making a reliable empirical determination of the amount of 
methamphetamine resulting from specific retail and wholesale products' diversion.

Again, DBA has engaged an expert in the field of retail marketing and stali.stic$ who has 
studied purchases of drug products containing ephedrinc and pseudoephedrine at the 
convenience store level. In his studies he has concluded that retailers purchase these products in 
amounts that are far in excess of legitimate need when comparing the purchases to 
demographics, census data, and statistical sales data obtained from the convenience store 
industry.
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